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3 mL (150 mg) and 18 mL (900 mg) vials

Initiation of treatment and prophylaxis of frequently
recurring ventricular fibrillation and
hemodynamically unstable ventricular tachycardia in
patients refractory to other therapy

1 EXECUTIVE SUMMARY

-

Amiodarone Hydrochloride (HCI), Cordarone IV® is approved for the initiation of treatment and
prophylaxis of frequently recurring ventricular fibrillation and for hemodynamically unstable
ventricular tachycardia in patients refractory to other therapy. Wyeth Ayerst manufactures
Cordarone IV®. Cordarone® is available in 3mL ampules. Each ampule contains 50 mg/mL. °

International Medication Systems, Ltd. submitted an original NDA under 505(b)(2), without
clinical trial data, for amiodarone hydrochloride injection, 50 mg/mL in the Dilute-A-Jet®
Additive syringe delivery system. The basis for a new drug application instead of a generic drug
application is that the product is being provided in a prefilled syringe. The injection is identical
to the currently approved amiodarone product (Cordarone®).

Table 1. Composition of Amiodarone HCI

Amiodarone HCl injection 50 mg/mL
Amiodarone Hydrochloride 50 mg/mL
Polysorbate 80 100 mg/mL
Benzyl alcohol NF 20.2 mg/mL
Water for injection, USP Qsto Il mL
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According to CFR 320.22 (b)(1), the in vivo bioavailability of IMS’ product is self-evident and

the sponsor does not have to prove in a human bioavailability study that their product is

bioequivalent to Cordarone®. The reasons for the biowaiver are:

* the parenteral solution is intended solely for administration by injection

* the solution contains the same active and inactive ingredients in the same concentration as
Cordarone IV® '

The contents of IMS’ amiodarone label are similar to Wyeth Ayerst’s, except for the difference
in how IMS’ product will be available.

1.1 Recommendation

The Office of Clinical Pharmacology and Biopharmaceutics grants a biowaiver for amiodarone
hydrochloride 50 mg/mL in a Dilute-A-Jet® Additive syringe. The application is approvable.

There are no labeling recommendations.
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